r • 



U 016321-4 



PATENT COOPERATION TREATY 



From the 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



To: 

ELZABURU MARQUEZ, Alberto 
Miguel Angel, 21 
E-28010 Madrid 
ESPAGNE 


PCT 

WRITTEN OPINION 
(PCT Rule 66) 


Date of mailing 

(dayAnonttiyear) 01 .03.2006 


Applicant's or agenf s file reference 
PCT-197 


REPLY DUE within 1 month(s) 

from the above date of mailing 


International application No. 
PCT/ES2004/000549 


international filing date (day/rnonth^ear) 
09.12.2004 


Priority date (day/fnontn/^ear) 
09.12.2003 


International Patent Classification (IPC) or both national classification and IPC 
A61P27/D2 


Applicant 

UNIVERSIDAD MIGUEL HERNANDEZ et.aL 



1 . This written opinion is the first drawn up by this International Preliminary Examining Authority. 

2. This opinion contains indications relating to the following Items: 

I 13 Basis of the opinion j- 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or Industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

3. The applicant is hereby Invited to reply to this opinion. 

When? See the time limit indicated above. The applicant may, before the expiration of that time limit, 
request this Authority to grant an extension » see Rule 66.2(d). 

How? By submitting a written reply, accompanied, where appropriate, by amendments, according to Rule 66.3. 
For the form and the language of the amendments, see Rules 66.8 and 66.9. 

Also: For an additional opportunity to submit amendments, see Rule 66.4. 

For the examiner's obligation to consider amendments andAjr arguments, see Rule 66.4 bis. 
For an Informal communication with the examiner, see Rule 66.6. 

If no reply Is filed, the international preliminary examination report will be established on the basis of this opinion. 

4. The final date by which the International preliminary 

examination report must be established according to Rule 69.2 is; 09.04.2006 
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D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Authorized Officer 
Fay OS, C 



Formalities officer (incl. extension of time limits) 
Ladurner, Y 

Telephone No. +49 89 2399-7913 
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How? 
Also: 



See the time limit indicated above. The applicant may, before the expiration of that time limit, 
request this Authority to grant an extension, see Rule 66.2(d). 

By submitting a written reply, accompanied, where appropriate, by amendments, according to Rule 66.3. 
For the fonn and the language of the amendments, see Rules 66.8 and 66.9. 

For an additional opportunity to submit amendments, see Rule 66.4. 

For the examiner's obligation to consider amendments andA>r arguments, see Rule 66.4 bis. 

For an infonnai communication with the examiner, see Rule 66.6. 
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I. Basis of the opinion 



1 . With regard to the elements of tlie international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this opinion as '^oriainallv 
filed"): ^ J 



Description, Pages 

1-16 as originally filed 

Claims, Numbers 

1-25 as originally filed ■ 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless othenwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the intemational search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and>br 55.3). 

3. With regard to any nucleotide andA^r amino acid sequence disclosed In the International application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application In written form. 

n filed together with the intemational application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ " the drawings, sheets: 

5. □ This opinion has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been and will not be examined in respect of: 
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□ the entire international application, 

^ claims Nos. 15-25 industrial applicability 
because: 

S the said international application, or the said claims Nos. 15-25 industrial applicability relate to the following 
subject matter which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. 

2. A written opinion cannot be drawn due to the failure of the nucleotide and/br amino acid sequence listing to 
comply with the Standard provided for in Annex C of the Administrative Instructions: 

□ the written form has not been fumlshed or does not comply with the Standard. 

□ the computer readable form has not been fumlshed or does not comply with the Standard. 

V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, Inventive step or industrial 
applicability; citations and explanations supporting such statement 



1, Statement 



Novelty (N) 



Claims 



1-3, 12-17 



Inventive step (IS) 



Claims 



1-4, 12-18 



Industrial applicability (lA) 



Claims 



1 -1 4; 1 5-25 see separate sheet 



2. Citations and explanations 



see separate sheet 
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Comments on item III 



1- Clainns 15-25 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(i) PCT). 



Comments on item V 

2- The documents cited in the International Search Report correspond respectively to 
D1-D4. Any reference to the documents in the present written opinion relates to the 
passages given in said report, unless otherwise indicated. 

D1: WO 03 020281 A1 

D2: US-A-5 767 079 

D3: US-B1-6 350 781 

D4: US-A-3 374 144 

3- D1 refers to the use of compounds acting on damaged nerve endings for the 
treatment of dryness of the surface of the human eye caused by photorefractive 
surgery. It is noted that the expression "blocking agent of the electrical activity of the 

. damaged nerve ending of the neuroma" does not appear to correspond to a group 
^ of compounds with a clear meaning for the skilled person (see item VIII below). Since 
the neurotrophic factor stimulators of D1 exert their action at least partially on voltage- 
dependent channels, this document discloses subject-matter overlapping with that 
. of present claim 1-3 and 12-17. Furthermore, D3 and D4 disclose ophthalmic 
lidocaine compositions which anticipate the subject-matter of claims 12-14. 

4- The subject-matter of claims 4 and 18 cannot be regarded as inventive, since it 
seems unlikely that all the embodiments covered provide a solution to the technical 
problem posed (provision of altemative treatment for dryness of the surface of the 

*' human eye caused by photorefractive surgery). 

iS- The subject-matter of claims 5-1 1 and 1 8-25 is regarded as novel and inventive: none 
of the available documents relates to or gives a hint about the particular compounds 
cited for the medical indication specified in claim 1 . 



6- For the assessment of the present claims 15-25 on the question whether they are 
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industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims 
to the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound 
for the manufacture of a medicament for a new medical treatment. 

>omments on item VIII 

4- The term "blocking agent of the electrical activity of the damaged nerve ending of the 
neuroma" used in claims 1 and 15 is vague and unclear and leaves the reader in 
doubt as to the meaning of the technical features to which it refers, thereby rendering 
the definition of the subject-matter of said claims unclear. Article 6 PCT. 

8- When / if carrying out amendments, and in order to facilitate the examination of the 
conformity of the amended application with the requirements of Article 34(2)(b) PCT, 
the applicant is requested to clearly identify the amendments carried out, no matter 
wether they concern amendments by addition, replacement or deletion, and to 
indicate precisely the exact passages of the application as filed on which these 
amendments are based (also rule 66.8 (a) PCT). 

Only amendments with a clearly identified basis on the application as originally filed 
will be taken into account for the international preliminary examination report. 
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